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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of tinif; iiuw I't^ 'i - ^iiLilili' uikIi.m tli(i provisions of 37 CFR 1 .136(a). In no event, hov;ever, may a reply be timely filed 
after SIX (6) MONTHS frt^ni tin; m.iiliiK) i\d\e of this cofTirTiunication. 

- If the period for -eplv sf)e(:ifu '(l .ilx .ve is It-ss tfian thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for i<:;\)\v is spi'cifu'fj .iimv.' lt)(^ nidximum statutory period will apply and will expire SIX (6) f\/IONTHS from the mailing date of this communication. 

- Failure to reply wittini the s.m ■ ■[ ■ tiMici^^i fxMKKi for reply will, by statute, cause the application to become ABANDONED (35 U S.C. § 133). 

- Any reply receivect hv Uu; Offii:** ijtt.M tti.m tlirne rnofiths after the mailing date of this communication, even if timely filed, may reduce any 
earned patent ItM.-ii ,id|iist[iit;[i1 St;t^37CFR 1 704th) 

Status 

1)H Responsive to (:ommunication(s) filed on 10 April 2002 . 
2a)n This action is FINAL 2b)[x] This action is non-final. 

3) 0 Since this appli' ation is in condition for allowance except for formal nnatters, prosecution as to the nnerits is 

closed in accoi JaiK e with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) Q Claim(s) 1 3-19 ^ind 26-3 0 is/are pending in the application. 

4a) Of the above clairn(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/aiv allowed, 

6) G Claim(s) 13^/_S_aM(i_.'6:30 is/are rejected 
?)□ Claim(s) 19 is-are ohiected to. 

8) D Ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specificatiun is ot.ijected to by the Examiner. 

10) 0 The drawing(s) filed on is/are a)n accepted or bjD objected to by the Examiner. 

AppI cant ■^^a\ nc ' :e'.\;e::t t^a* any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

11) 0 The proposed diawini; CL-i iection filed on is: a)n approved b)n disapproved by the Examiner 

If approved C'. [r-^jiec dra.vings are required in reply to this Office action 

12) 0 The oath or declaiaticn is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 AcknowledgmtMH is ^^ladp of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 

a)nAII bjL^ S('fTi(.^ ' yZ_] None of: 

1 Cetlified ci 'pies ot the priority documents have been received. 

2. G Cetlified copies ot the pnonty documents have been received in Application No. . 

3. n Copies ot i_eititied copies of the priority documents have been received in this National Stage 

appliCittioM from the International Bureau (PCT Rule 17.2(a)). 
* See the attachevl detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgnient is made of a claim for domestic phohty under 35 U.S.C. §§ 120 and/or 121 . 
Attachment(s) 

1) [T] Notice of References Citt^: : ■-S';^;; 4) O Interview Summary {PTO-41 3) Paper No{s) 



I 2) □ Notice of Draftsoe'son > ;■ ■ :.. rg F^eview (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) [H Information Disc-jb..' r- : 'j:-'- ^r- ^ -^^0-1449. Paper No(s) 6 6) CH Other 
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DETAILED ACTION 



Claim Rejections - 35 USC §103 



The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 13-16, 18, and 26-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Glatt et al. (U.S. 4,858,552) in view of Reynolds (U.S. 3,354,863) and 
in further view of Luy et al. (U.S. 5,631,102). 

Referring to claims 13, 26, and 30, Glatt et al. disclose a fluidized bed apparatus 
capable of spraying, coating, and drying pellets of pharmaceutical material (column 1 
lines 27-38 and column 2 lines 15-21). The fluidized bed, disclosed by Glatt et al., 
comprises a perforated base through which fluidizing gas flows, a channeling chamber 
such as a cylindrical rising tube, and a spray nozzle (column 2 lines 54-68 and column 3 
lines 1-8) In column 3 lines 63-65, the reference teaches that the channeling cylinder 
may be vertically adjusted to adapt to different process conditions. The reference 
further teaches that the spray nozzle may also be adjusted vertically to allow for 
different particle sizes and densities (column 3 lines 52-56, and 66-68 and column 4 
lines 1-2). Glatt et al disclose that the particles are earned upwards through the bed 
and are deflected outward and carried to the lower inlet area of the rising tube to allow 
for the particles to increase in size during the process (column 3 lines 31-36, and 50- 
53). Glatt et al teach that the particles are loaded into the bed. and then are fluidized 
by an upward flowing gas (column 3 lines 22-36). In Figure 1 . Glatt et al show that the 
spray nozzle is adjusted to form a coating region inside of the cylindrical chamber. 
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Furthermore, Glatt et al. teach that the circulating fluid allows for drying of the particles 
dunng the coating and agglomeration process (column 3 lines 15-21). The particles are 
circulated through the fluidized bed several times until the particles have reached the 
appropriate size (column 3 lines 50-55). Glatt et al. disclose that a multi-medium 
nozzle, which ::omprises liquid and gaseous components where the gaseous 
components atomize the liquid, is used as the spraying means for the coating liquid 
(column 6 lines 24-35). Glatt et al. do not teach positioning the spray nozzle in a non- 
heat conduction relation to the bottom screen. Reynolds teaches a method of coating 
particles with a liquid and drying the coating (column 1 lines 10-13). The coating 
apparatus taught by Reynolds, comprises a cylindrical chamber in the fluidized bed, 
through which the coating fluid is sprayed, a spray nozzle, which has a coating fluid and 
an atomizing fluid, and a perforated base through which the fluidizing gas flows (Figure 
1 and column 1 lines 27-54), Reynolds discloses that the particles circulate through the 
apparatus by flowing upward through the cylindrical coating section and flowing 
downward in the drying section, outside of the cylindrical chamber (column 1 lines 55-42 
and column 2 lines 1-5) Reynolds discloses that the spray nozzle comprises a coating 
material and an atomizing fluid and may be positioned above the perforated plate in a 
non-heat conducting manner, or it may be positioned flush with the perforated plate 
(Figure 1 and column 5 lines 24-30). It would have been obvious to one of ordinary skill 
in the art at the [\me the invention was made to position the spray nozzle in the fluidized 
bed coating/agglomeration apparatus, taught by Glatt et al,, above the perforated plate 
in view of the teaching of Reynolds that placing the nozzle flush with the plate is 
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equivalent to placing it above the perforated plate in a non-heat conducting relation to 
the perforated plate 

Glatt et al disclose a fluidized bed coating apparatus, as disclosed above. The 
reference further teaches that the spraying means may be heated to prevent the liquid 
from solidifying (column 6 lines 33-35). Reynolds also discloses a fluidized bed coating 
apparatus, described above. However, neither reference teaches the use of a heated 
liquid line for maintaining the coating material at a certain temperature. Luy et al. 
disclose a coating apparatus that is used to coat particulate substrates (abstract). The 
coating apparatus disclosed by Luy et al. is a fluidized bed coater that has a spray 
nozzle that sprays the coating material onto the fluidized particles (abstract and column 
1 lines 1 1-16) Luy et al, teach that the particles to be coated are fluidized upwards 
through a coating chamber and deflected outward and carried to the lower inlet area of 
the coating chamber (Figure 1 ). Luy et al. additionally teach that the liquid pumped to 
the spray nozzle is heated by the heating device that is attached to the liquid line 
(column 1 1 lines 1 3-30 and Figure 1 ). Luy et al. teach that the coating liquid is 
maintained at a certain temperature, which is measured by a temperature sensor 
(column 8 lines 33-54) It would have been obvious to one of ordinary skill in the art at 
the time the invention was made to have heated the liquid line for the fluidized coating 
apparatus taught by Glatt et al., in view of the teaching of Glatt et al. to heat the liquid 
by heating the spray iiy nozzle, and in further view of the teachings of Luy et al, to use a 
heating device to heat the liquid in the liquid line while maintaining the liquid a certain 
temperature by using a temperature sensor on the spraying nozzle. 
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Referring to claims 14 and 15, Glatt et al. disclose that the fluidized spray is used 
to agglomerate and coat the particles in the fluidized bed (abstract). 

Referring to claims 16 and 27, Glatt et al. discloses that the spraying liquid may 
be a liquid fat (column 7 lines 1 1-14). 

Referring to claims 18 and 28. in column 3 lines 50-68, Glatt et al. teach that the 
liquid sprayer is height adjustable. In Figures 1 and 1 0, Glatt et al. show that the spray 
nozzle IS adjustable below the bottom edge of the cylindrical chamber. 

Referring to claim 29, Glatt et al. do not disclose a method for removing the 
coated particles from the fluidized bed. However, Reynolds teaches the use of a 
product line that removes coated particles from the bottom of the bed during the 
fluidization process so that the cylindrical chamber is not removed from the fluidized 
bed during product removal (Figures 1 and 2 and column 1 lines 40-42, and 51-53). It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to look to prior art for a method of removing the coated particles from the fluidized 
bed taught by Glatt et al in the absence of a teaching for removing the product 
particles, and to use the product line, in view of the teaching of Reynolds to remove the 
product particles without disturbing the cylindrical partition within the chamber. 

Claim 17 IS rejected under 35 U.S.C. 103(a) as being unpatentable over Glatt et 
al. (U S. 4,858.552) in view of Reynolds (U.S. 3,354,863). and in further view of Luy et 
al. (U S. 5 632.102), as applied to claim 13 above, and further in view of Biehl et al. 
(U.S. 4,217,851 ! 
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Glatt et al. and Reynolds disclose methods for coating particles using a fluidized 
bed, as described above However, neither reference discloses the diameter-to-height 
ratio of the cylindncal portion in the fluidized bed. Biehl et al. disclose a fluidized bed 
coating apparatus that compnses a perforated plate, through which the fluidizing gas 
flows, a spray nozzle, and a cylindncal coating chamber (Figure 1 and column 2 lines 
47-68). In column 4 lines 50-58, Biehl et al. teach that the particles flow upward through 
the cylindrical coating chamber, where they are sprayed with coating liquid. In Figure 1 , 
the diameter of the cylindncal chamber appears to be equivalent to the length of the 
chamber. It would have been obvious to one of ordinary skill in the art at the time the 
invention was made, in absence of a specific diameter-to-length ratio being disclosed by 
Glatt et al or Reynolds to use a ratio equal to one as disclosed by Biehl et al. 

Allowable Subject Matter 

Claim 19 IS objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

The applicant s limitation, in claim 19, that the inlet air temperature, a product 
temperature, a spray liquid temperature, a spray nozzle temperature, an atomizing air 
temperature a spray liquid line temperature, a coating zone temperature, a fluidizing 
gas flow, and atoinizing gas pressure are all monitored distinguishes over Glatt et al. 
because the reference does not teach monitonng ail of these parameters at the same 
time. 
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None of the prior art of record teaches or makes obvious the applicant's claimed 
invention of a fluidized bed coating and agglomerating apparatus that measures all of 
the above mentioned parameters for the same coating process. 

Response to Arguments 
Applicant's arguments with respect to claims 13-19, and 26-30 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rebecca A. Blanton whose telephone number is 703- 
605-4295. The examiner can normally be reached on M - F (7:30am - 3:30pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Shrive P Beck can be reached on 703-308-2333. The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-872-9310 
for regular communications and 703-872-931 1 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0661, 

PRIMARY EXAMINER 

rab 0> 
June 10. 2002 




